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IR.^RVfR. 574( 3T ).—R^Rf?} 3 tU R4TTRR 41[Hifl Pl<4H, 1945 RR 3714 4T?T]RR R74^ Ri 3 )Wr 37ft RNTRR ■HIMiff 
3Tf^Pi”4H, ] 940 ( 1940 RR 23) R^ R14T ] 2 3fp RI4T 33 £141 RRlAfSTR R>fdMR IdR Ht RR RIRR 4RiT 4KRiK R4l 4RR2R 3^7 ypRU 
RRFIR (4R14£R fRNFT) Rf] 37ffcRj^RT 44. 47T.RR.fR. 557(3f), cll-0<sf 21 ^cll^, 201 I £T4T N14R Ri 4IRT9R, STRT^nTOT, NR II, 
3R^3,^R 4R^ (i), RTTlRR 2! ^RT^,2011 £141 RRRftlR iRRJ. RT ^ 1 RRi} RNTfRR Fl^ Rf] 4l'WH RTR] 44*ft oN^rr] 4^R4T RlftiR 
4f ^?1#W f£Rt Rf] 3TRfR c£ NtfR pRHRT] R4T 4IR44 NT] yfcINl TRrO' R? 3TfR4JRRT yRRftld Rf] R^ RFTdT RTl RRRfaq RTR R] 
^T# f, 3R8fr 3fk 4J3TTR 37 IR]rR fR7R RR 

^4 4TRRR Rf] TjfRRI RRcTT RR 2 3R44T, 201 1 Rf] TORN R7R R] Rj^ sff; 

3fk 3RR 3J14RR fa^H] R4 RRRT f] RTt^ fS’RfRRl Rl ^TIR M RR] f • 

3TR:, 3TR 4I4RR4, 37]RfR 3T]4 R4TTRR 4TTW] 34fRfRRq, I 940 ( I 940 RR 23 ) Rf] R14T 12 3fl4 R141 33 gJ4T RRR 
71 PkiR f RR RRtR RRfl 3^Rft[ RRRTlRf] 4TdTTRRR4 «lW 4^ RTT^ Rf RRRTR, 34pffR 3^4 R44TRR 441Mif] fRRR, 1 945 RR 3?k 

4T7T]RR RRRT ^ fRR (HHRdRRd iRRR RRTR] t ;— 

1. ( i ) ^R f=PPflf RR RfSRR RR 3^RfR 3lU WTRR 4RTif] (cf]4T4T 4MRR) fRRR ( 20)2 t I 
(2) f] 4TRRR R RRRRR R?f RT4fe R^] R^R ^ I 

2. 3fmfR 3Tf4 WTRR 4Mat fRRR, 1945 (faft f4T^ RRRTr^RRR fRRR RiR RRT I) ^ fRRR 75R4 ^,— 

(R4) RR fRRR ( 1 ) R4 RRRTR fRRfPffeR RR~fRRR SR^-TlfRR iRiRT RlMRl, 3TRf^ ■— 

" ( IR7) “3R%T4 r| hRhiui R" M if4I 3fl4 Z]^" RRT 11 ^RiRrIr] RtRRR (r-DNA) " 3f]RfRRf ^ 
f^TR fRRTR Rl fRR4R ^ %R AW ^ fRfRRpR ^ tRR 3TR#R RR[R R74^ RT RRR RTJRfRt Rcj]^<U | ^ 
%R 3R^RR NTR ^ 3Rf|R iRRRR RR^Prl R]fRRR4] RR WR 27RtR R’ 1%RT RTRRI 3TJRR) -R R 
5]W]R5 3T)RfRR] ^ RcRRT wf ^ f^r RR NRt' RR7 ^ %R ]%RT Rl^ll 3^ RRR^ 44TN ^ "gRTR 4TRR RT] 
3rjRfRT r 0<H ^ Rr^RT fR^^RR Rl RRtRRRl ^ %R; RR7 fRRR RTR 4?( RRR, Rf] fRTt^RR Rffg 4#FR ^TR] : 
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FTFj; FF % iFET) 3FprfFT ^ *iq1ch<«l ^ far 3TT^r FFT) TRlf^T ^ THId fFTF( ((TTf TERlfFT ^ %5F FTTT ^ *ftcTT 
Pc+,^1 ^lldlt, ctf 3T5 tTT<T f) dq)<ti<u| f) f^x7 TT^F F^F w T?FTT AFT* FF TTl% HITT FT FTpt FFT f) %TT TJFT fTFTT FTT 

tRft "ft ^<+1 6fi< ftf tt tfv, F) RiOstf F) 3rRfftdd si'FI i M ; 

(TF) TF-PlFH ( 2 ) F FT'TJFT FTT <t)H RbMI ^IM. 4 II I 

3. TFFfFFFT ^ fFFF 76FTf TTH 3^ ‘MtrW ^ tTR FFT ST^fkl ’ t FFTF ^ft FT?) 3Tft, ‘ IM 28FT f^nt 3TTT' 
t TPTPF #) FT?) FFFt tf TFTF FT TpRfrfferT ^T*F, 3TSTT FTt^FT 3TtT 3TFT T7# FlF?), 31Ff^ •— 

“3T^f! F FT ' ‘ FTFtcTT Ft FflFFT t” "tTT 3lfc tRt ” FFT :TTFDt) t)^ ( r-DNA ) ’ ’ 3^JjT aftaM ^ 
tTTFTT 3Ef^Ft F 3TtT 3T^ FI A faf^S sfWmFT Ft) fastf F) faR* FI fFFTN F) fair FFT ST^^RFf) 
FTT WF~3T^^ F 3lh “ 3TFtcTT Ft mRhNI f” “tlT 3f)rtR£" FFT “y : #ift g^PT. (r-DNA)”^ 
3TTFfFFf At fTTFR FFT 10-TF A fafaRfe aftafatf FT) fostf ^ feR MfeW FT fFdTF ^ %Tr Fjnf 3F£|f<F W 
28FT R Fir) FT) FH"fl 3fR“3Hi^n< FtFftFFT t” “tn 3 tR ttFT ’ ’ FFT ^F StoRf) tl y.H U (r-DNA) " F^jF 
3 tWTffI’ FT) fFFi) ^ frR fdfFHlF FT fFFTFT ^ %F; FTF AT^Rf 3TFF 28FFT 4 fR) FT) 3^” ] 

4. FFF twff ^ fFFF 78FT 4 — 

(FT) FTH 3fkTF-fFFF (FT) 4', "TfM 28FT" 3TFT sfR 3T^R FT W FT,'‘ W4 28FT FT FFFT 28FFT”?EF 
3TFT 3^2 ^ FflTTF; 

(Tg) "TT^F 28 ” 3TFii ^ FF1F FT, “ TO 28 FT WF 28F” ?T^, 3TFT 3Tft 3I&R ^F; 

5. TFF fwff ^ fFFF 83FT 3, “WF 28FT WF 26FT FRt tFTFT Fn^iTI' T 3TF^ 3?k 3T^Tt' 4 TFTF FT ‘ 1 TR^F 
28FT FT F^F 28FFT FFTFT: F^F 26FT FT FTF 26^ FFTt 1FTFT Fl^” 3TFT 3^T FT^TT TT^ ^mnt; 

6. tff Riff) f) Rifh 83Ftft f,— 

(FT) ‘‘ FT^F 28FT” 3TFT 3TR FT8E ^ FFTF FT, “F^F 28FT FT 28FFT” ^EF/3TFT 3fR FT&TT T7# FfTTnl; 

(T^) “FT^F 26FT" 3TFT 3TR 318E F^ TFH FT , “F^F 26FT FT 26^” TK t 3TFT 3^T FT^TT TTi' ^ 1 ); 

7. TFF RlFHl Fi) FfJTJFt FT 4,— 

(FT) F^F 26?T ^ FVFIc^fFH^RsId FTFF FTFiT^TlfFF fFTFT FfTTHTf, FTfRj; :— 

"UT£FT 26^T 

[ fFTJXT 83FT 3fh: Iwr 83FTFT ^rl ] 

3TTTJF) 'F FT 3TR)cTT Ft FftFFT t FTT 3TlT F«TT '3F:TfFRift (r-DNA) F^T 3^FfFFt ^ RfFTT F 

3TTT 3H^Fl FI F RlRlRt3 3TWRTFT Fi) fash! ^ fTT7 RtRthI u I FT iFFTFl ^ feT^ FTF FT^lfFTF! FFtFTFF F4 FT^ I 

1. FFlfFF fFTFT FfETT T? fFT. F 3TFfTFF FftFR F lHHMUFd 3TFFTR Ft FfTFFT t tTT 3Tk 

ZfqfT FFT ^F:TTFftt t)l(Ht( (r-DNA) sffFfFFt fFfFFfF f) Rut FlffTF . FTT FFF 3TJ5TfFT 

TT'. .FTT FirtTF.t..FFT FFfFTTFT FTT fFFT FFT t I 

2. 3TlFfF(Ff) FTT FR ... (FftFT FF FTT iJFFT ^TF t fFftlt^ fFTFT FTTTnTT) I 

3. WT FFTFfFf) FTtfFTR^ FTT FFT : 

(FT) IfIffRf ^ f?FT FFTFTFf (TF) FTtSfPF ^ fETF FFTFTFT 

!. I. 

2. 2. 

3. ' 3. 

‘6TRTT8TT. 

FFFR. 

3T^iTfFl FtfFFTTft 
F^'tlF 3T^irfFI 3 T^hVh FtfFFTTt 

FTTte.”; 












| HFT II- 7sRS 3( i ) J 4773 43 7RM4 : 3R3T4T4 j 

(7a) ^ 27R k PhhRhRsIci ttc^i 337T:7*3ifk73 fk4 rtitttt, 332 ^ : 

“ W^R 2 / yeti 

[ iwr 754 ] 

3 T^t 'IT -4' 33 TkaR ^ kk 3 P 3 /k 7 T ak kk/^kkk ( r-DNA ) 4 <^ akrfkk k fw aktfkk kt kkt k f^TTT 
faM'-H 4 fki74 k fk( 44 aRjkkk ^ Rk474 4 -fair sqkR 

1 • ^kR*.'. # k‘.@3Tk7*rcT ^ k f^lfdfed akfkk k kqfk sk 

WT4T 7?P3kt fk43, 1945 kt Rl^k R 4 33lkd7 4kk7RNI k kl ak kk rl«TT 1 3R:kk)k kydR, (r-DNA) 4^(73 akkk k 

tkara 37^rft 17 3k 3?g7jk ri k fkfkfe 3kkk kt fkkt k fkrR; k krfkkr k fk* 44 afjkk rrft 47 k/Rk 474 47 k 
k kiy, arrami 47 k i? i 

2 . 3 kkl(k) ?1W".(Rck4RR kt ^44RRk fckf^fk^ 31'|[HTi) 

3. ^k-=w afki akffkk k kfkrW ak R7t534 k fk( amqk rstr dakk mkRTft^k 4T rr, 3rkk ^k 37344 

(4) R7k34 k fkR; 344141 dakki 4k4kk47 4R. 

(7a) fafkqk k fkr ad<4ik amktkt akaiTkk 4T4R. 

4. k/6R : 

( 4 ) 47 tkkrk Trgc^ik kt kt/?Ri7 rr kt rtr kk kukl kfkkr ^trtti ,4T kk^Rit sttt Raka fk4 44 

■armfkrt 1 

(7a) 43 kfkkn 437334 k rr kt 3774 kk f4 k am crmktkt *kRrk<3k 39743 ak kw kt im ratf mi 
kt/iRK ^rt aTkfka Rckm rr k fkfkRk k fkia kt kt ak k k47 rm k ycRa> ka mi fkRktR4 47 k ak mkt 

RTRkk/krR 3RKl ak RR id fad ^44 4R k tk^ 43. fkM k fkktRR 4T 7kfT57 4TTR, 77ak kt W t I 

(r ) fkfkfka fkrr mk k fkrq; TRkkr akkrkf k 7 km, amrk k 43 k 1 
r Vi 1 r mk k 

5 . kM kk.k arkq th 4K kt.Rk kt kt7T 4T mmT 47 fkn 44 i 1 

mka. "574 w. 

R4TTR-. 

*^4R47t, r RFTt47 4 fH^14, k kt Ft, 4T 4R 7^' 4^' 1 

#3jk^4 Tfk 4T 4R ak 4TT47 k RRPT W 4T 4TT Wl 4^ 4t; I 

@ 4k kfkkn, 7rgf 9 4R 4T 44 3k mn xk mf mk 4 trr r IkkkT fkm rirth ak ^ ar^rfk 7t. fkqk 
3lkR ^ y-RIrH 474 i I"; 

(R) 443 284 k 4747^ kRkfef M 3k:74TfkT f44 4TR7H, 33^ :— 

“443 2844 

[ fkm 764, iWT 784, fWT 8344 1 

33 ^k r k ankcR kwnk 7 T ak kk/^kkk (r-DNA) aftkkqf k ftraR akrfkk kt kkt k %r; 
falWui 4 fkrTR k Irr; 44 ar^fkk k RkmTR k tko; arkmr 

a^kkrk kt 737 ^tt ...ak mk 47 k kt ckt^'. 

1 . k.•.k.arkkRTT rIttr k fn^rfeifea akrfkk k akfk 3 k wimr 

TrmkfkR, 1945 kt a 3 f 7 jk r 4 ankR 4 k mRhir k7k ak kk734^: 7 tkk kw (r-DNA) 4^ akrfkkkfkmR 
a^Tjk 4 3^7 aTjTjk ri k fkkke akrkk kt fkkt k fkj k tkkqk k fm, ^t 33 ^Tfk wr mrk/RkmTR 47k k fkj 

33lkm 47731 lk 
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3. 4ff79 


44 474' 


4. 3T^lffccT.^.947 3Pf9 #rft 

5. ^T^rftef, 3Fprf^4Tft 4^ star 9TS49 afR 373*1 Em ^ 379)4 

f4994f ^ 347)4 7T7) k979 afa ^fSTT^T ^ 373^719 9779) t I 

6 . 3139 Ed 4 )^ 97 fiq 9 419 ) 374 ) d 37 ft 1 ^ 4 ) 3 Rf Ylcff q£ 3 T#T | 4 f) 

379)4 dcTIHd ell 1 ] Ert74l SI7T E^EdR^ 9i) ^TTTT | 


RlElEld 3fkf94) 97) f9979 373*7^9 
3^4 37k 977794 41477) 37f9)499, 


97) HFf 

1940 ^ 


977)73' 


YETRTI 


44414. 

33^4 9lf9997t 
^#4 37 39 Ed 33^44 4lf44TRt 

41^ fid 4it 

1. 4F 3^51 Ed 3TR y^d 99)9774 44 97tf TRIM-44 3739lE;d 4f7777 3 TJ3T MOM 3fmf4 3T17 977794 414 if) 
3lf4t444, 1940 ^ 3T4pT 14^44 f47)^797 ^ 3RjTp4 97 9799 %4T Mtrqr I 

2. 4$J9 9474)97) 44+417^ 4' f974) qfkcfa 97) ^TcT 7J94I 31^4 91199717) 3?R 3T^#4 3734)94 9ll99777) 

97) 9 ) 4fHjq| | 

3. 9f9 3T39f9T^4Trf77F)^^ 3739fk9T7)3^3wf4<9 9 97t9? r 3te^ 

MtrK 97) 4431 77991 t 9) 97) 373*7^9 9Tf997R) 37R/4T 9kk 37^*1 Ed 3734)94 9Tf997R) 97) f494l t) 441 
444f44 37144447 R^f474 9) f?T3 373ft 4 444T 47^ I ^77 3^fk1 97) ?4 99777 ^Mjf474 49) 447 fcHdlRd 4T41 
41441 I 

4. 3i-^1 E<14lft 3 i^E<1 ^ 379)4 TT4T4R 44 7?) 47^ 9) 444 ff f974) 9ft9cf4 47) 947 $ ^^E-d 9Tf997|f) 3^7/41 
<4*^4 3734E4 34J4t44 9lf99777t 97) EdRdd 3 7jf99 4=7^47 I «f5I 47^ ^ 444 l)' 47tf 'iRkd 9191 t 9) 41^ 
31^4 Ed 97) Tf4I H Ret eld #) 97) 9lf)79 i\ 4H 447 t47 ffE #4 3744 Ed 4ll447Rt 3(fR/41 '^k 4 ^4 Ed 37^4144 
Tllfek tR 4fkl44 444 ^ 4T4 47^ ^ 4T4 4| 37^41 4P4 4?!' 44 4ft 4T4t t, 4t4 4T7T 47t 37^74749 374f4 

lelO, ^4 474T dlR'II I 


[44. 77. 4477“ 11014/3/2010- ^1 ^4^91 ] 
377?' u l 4^. 47^44 9p44 

f^AJqror :—TJE1 f l49 44144 ^ 37f47£947 77794147 434 28 - 10/45-7p4( 1 ), dKlld 2! f 44147 , 1945 gRI 447llTI4 f47R 40. «t 37^7 
771.47f.f4. 76( 31) 4T7t7sJ 8 4i74<l, 201 2 ^14 4447T 3lf44 77^44 %41 44T I 

MINISTRY OK HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 17th July, 2012 

G.S.R. 574(E). —Whereas, a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was 
published, as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide notification of the 
Government of India in the Ministry of Health and Family Welfare (Department of Health), number G.S.R. 557(E), dated the 
21st July, 20] 1 ,in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), dated the 21st July, 2011, inviting 
objections and suggestions from all persons likely to be affected thereby before the expiry of a period of forty five days 
from the date on which the copies of the Official Gazette in which this notification is published are made available to the 
public; 

And whereas, copies of the Gazette were made available to the public on the 2nd August, 2011; 

And whereas, no comments or suggestions have been received from the public on the said draft rules or; 
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Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby makes the 
following rules further to amend the Drugs and Cosmetics Rules, 1945, namely :— 

1. (1) 1‘hcse rules may be called the Drugs and Cosmetics ( 3rd Amendment) Rules, 20 L2. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 75 A, — 

(a) after sub rule (1), the following sub-rule shall be inserted, namely :— 

“(1 A) The application for grant or renewal of loan licence to manufacture for sale or distribution of 
drugs in ‘Large Volume Parenterals’, ‘Sera and Vaccine’ and ‘Recombinant DNA(r-DN A) derived drugs’ 
shall be made to the licensing authority appointed under this Part, in Form 27 DA and be made upto ten 
items for each category of drugs categorized in Schedule M and accompanied by a licence fee of six 
thousand rupees and an inspection fee of one thousand five hundred rupees for every inspection or for 
the purpose of renewal of licences : 

Provided that if the application for renewal of a licence is made after its exp iry but within six 
months of such expiry, the fee payable for renewal of the licence shall be six thousand rupees plus an 
additional fee of one thousand rupees per month or a part thereof in addition to the inspection fee of one 
thousand and five hundred rupees.”; 

(b) In sub-rule (2), the proviso shall he omitted. 

3. Jn rule 76 A of the said rules, for the heading and in the portion beginning with the words, “A loan licence to 
manufacture” and ending with the words “issued in Form 28 A, and the”, the following words, letters, brackets and figures 
shall be substituted, namely :— 

“Forms of loan licences to manufacture for sale or for distribution drugs specified in Schedule C and Cl 
excluding drugs specified in Schedule X or of Large Volume Parenterals, Sera and Vaccine and 
' recombinant DNA (r-DNA) derived drugs, and conditions for the gram or renewal of such licences —A 
loan licence to manufacture for sale or for distribution of drugs specified in Schedules C and C(l), excluding 
drugs specified in Schedule X, and Large Volume Parenterals, Sera and Vaccine and Recombinant DNA(r- 
DNA) derived drugs specified in PartX-B shall be issued m Form 28 A and a loan licence to manufacture for 
sale or for distribution of Large Volume Parenterals, Sera and Vaccine and Recombinant DNA(r-DNA) 
derived drugs shall be issued in Form 28 DA, and the”. 

4. In rule 78A of the said rules,— 

(a) in the heading and sub-rule (1), for the word, figures and letter “Form 28 A”, the words, figures and 
letters, “Form 28 A or Form 28 DA”, shall be substituted; 

(b) for the word and figures, “Form 28”, the words, figures and letter, “Form 28 or Form 28 D”, shall be 
substituted. 

5. In rule 83 A of the said rules, for the words, figures and letters, “Porm 28 A shall be issued in Form 26 A”, the 
words, figures and letters, “Fonn 28 A or Form 28 DA shall be issued in Form 26 A or Form 26 J respectively.”. 

6. In rule 83 AA of the said rules,— 

(a) for the word, figures and letter, “Form 28 A”, the words, figures and letters, “Form 28 A or Fonn 28DA”, 

shall be'substituted; * 

(b) for the word, figures and letter, “Form 26 A” the words, figures and letters, “Fonn 26 A or Form 26 J” 
shall be substituted. 

7. In Schedule A of the said rules,’— 

(a) after Form 26 1, the following Form shall be inserted, namely 

“Form 26 J 

( see rule 83 A and 83 A A | 

Certificate of renewal of loan licence to manufacture for sale of Large Volume Parenterals or Sera and Vaccine 
or Recombinant DNA(r-DNA) derived drugs specified in Schedule C and C-l excluding those specified in Schedule X. 

L Certified that Licence No.granted on the.to .for the manufacture 

of following 1 ,arge Volume Parenterals or Sera and Vaccine or Recombinant DNA(r-DNA) derived dings at the premises 
situated at.has been renewed from..to. 
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2 Name (s) ofdrug(s). 

(each item to be separately specified) 

3. Name(s) of competent technical staff : 

(a) responsible fur manufacturing (b) responsible for testing 

1 1 . 


Signature.... 

Designation. 

Eicon sing Authority 


Centra] Licence Approving Authority 

Dale..]”; 

(b) after Form 27 D, the following Form shall be inserted, namely:- 

“FORM 27 DA 
{See rule 75 A) 

Application for grant or renewal of a loan licence to manufacture for sale or for distribution of Large Volume 
Parenterals/Sera and Vaccine/Recombinant DNA (r-DNA) derived drugs excluding those specified under Schedule X. 

1.1/We . 0 f#.hereby apply for the grant /renewal 

ota loan licence to manufacture on the premises situated at c/o@.the undermentioned drugs being 

Large Volume Parenteral s/Sera and Vaccine/Recombinant DNA (r-DNA) derived drugs specified in Schedules C, C (1), 
excluding those specified in Schedule X to the Drugs and Cosmetics Rules, 1945. 

2. Name (s) of drugs. 

(each item to be separately specified). 

3.1 tic name (s), qualifications and experience of the competent technical staff responsible for the manufacture 
and testing of the above mentioned drugs. 

(a) Name (s) of competent technical staff responsible for testing. 

(b) Name (s) of competent technical staff responsible for manufacture. 

4. 1/we enclose: 

(a) A true copy of a letter from me/us to manufacturing concern whose manufacturing capacity is intended to 
be utilized by me/us. 

(b) A true copy of a letter from the manufacturing concern that they agree to lend the services of their 
competent technical staff, equipment and premises for the raanu lacture of each item required by me/us and 
they will analyse every batch of finished product and maintain the registers of raw materials, finished 
products and reports of analysis separately on this behalf 

(c) Specimens of labels, cartons of the drugs proposed to be manufactured. 

5. A fee of rupees......lias been credited to Government under the head 

of account.•;. 


Dale.... 


Signature.... 

Designation. 
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*l:nler here name of the proprietor, partners or Managing Director, as may be. 

II hnter here name of the applicant firm and the address of the principal place of business. 

@ Hnler here the name and address of the manufacturing concern where the manufacture will be actually 
carried out and also the licence number under which the latter operates.”; 

(c) after Form 28 D, the following Form shall be inserted, namely 

“FORM 28 DA 


(Sec rule 76 A, 78 A, 83 AA) 

1 ,oan licence to manufacture for sale or for distribution of Large Volume Parenterals/Sera and Vaccine/Recombinant 
DNA (r-DNA) derived drugs excluding those specified under Schedule X. 

Number of licence.;.and date of issue.. 

...^ hereby granted a loan licence to manufacture on the premises 

situated at. e/o.the following drugs being Large Volume Parenterals/Sera and Vaccine/ 

Recombinant DNA (r-DNA) derived drugs specified in Schedules C, C (I), excluding those specified in Schedule X to the 
Drugs and Cosmetics Rules, 1945. 


[. Names ofdrugs. 

2. Name (s) of competent technical staff.. 

3.1 he licence shall be in force from...to 

4. The licence authorizes the sale by way of wholesale dealing by the licensee and storage for sale by the licensee 
of the drugs manufactured under the licence subject to the conditions applicable to licence for sale. 

5. I he licence is subject to the conditions stated below and to such other conditions as may be specified in the 
rules for time being in force under the Dings and Cosmetics Act, 1940. 

Date.. 


Signature.. 

Designation.. 

Licensing Authority 


Central Licence Approving Authority 

Conditions of Licence 

1. This licence and any certificate of renewal in force shall be kept on the approved premises and shall be 
produced at the request of an Inspector appointed under the Drugs and Cosmetics Act, 1940. 

2. Any change in the competent technical staff shall be forthwith reported to the Licensing Authority and Central 
Licence Approving Authority. 

3. If the licensee wants, during the currency of the licence, to manufacture for sale additional items ofdrugs not 
included above, he should apply to the Licensing Authority and/or Central Licence Approving Authority for the necessary 
endorsement as provided in the rules. This licence will be deemed to extend to the hems so endorsed. 

4. The licensee shall inform the Licensing Authority and/or Central Licence Approving Authority in writing in the 
event oi any change in the constitution of the firm operating under the licence. Where any change in the constitution of 
the firm takes place, the current licence shall be deemed to be valid fora maximum period of three months from rhe date on 
which the change takes place unless, in the meantime, a fresh licence has been taken from the licensing Authority and/or 
Central Licence Approving Authority in the name of the firm with the changed constitution.”. 

[F.No. X-l 1014/3/2010-DFQC] 
A RUN K. PANDA, Jt. Secy. 

Footnote. -The principal rules were published in the Official Gazette vide notification number F. 28-10/45-11 (1) dated the 
21 st December, 1945 and last amended vid<? notification number G.S.R. 76(E) dated the 8-2-2012. 
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